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Customer Care 
Your Primary Contact Point for ERT Questions 


= Machine Technical Support 

= Result Inquiries 

= Site Information Updates 

= Test Transmission 

= Web Based Training Inquiries 


= Dial the toll free number for your country and press option 1 for cardiac 
safety assistance 


Dedicated Toll-Free Phone and Fax Numbers World-wide 
Available 24x7x365 - Multilingual Support 


E-mail address: customercare@ert.com 


(SERT 
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Actions on Equipment Arrival 


= Check contents on arrival 


= Plug ECG machine in (Very Important) 


ELI 150 ECG machine and H12+ Holter device 
Power Cable, Patient Cable, Telephone Cable 
Electrodes & ECG paper 

Flashcards 

Laminated Quick Reference Guides 

Training CD 


Confirm date and time 


(@ ERT 
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Mortara ELI 150 


= Stores up to 55 ECGs 

= Weighs only 7.2 lbs (3.3 kg) : 
= Simultaneous acquisition of 12 leads 
= Real Time ECG View 


= Universal modem 


= AC Power or Battery (up to 8 hours) 


= Easy demographic entry, recording and 
transmission 


(@ ERT 


AC-060A202: CONTROL -— Centralized ECG Investigators Meeting, Barcelona — 20 & 21 January 2011 


STRICTLY CONFIDENTIAL - NOT FOR DISTRIBUTION 


= ERT recommends completing a test 
transmission 


= Atest ECG will already be stored on 
each machine for this purpose 


= Sites should contact ERT customer 
care if there are any problems 
transmitting the test ECG 


= This procedure allows ERT to 
confirm successful ECG 
transmission from your site, and 
to assist with any issues prior to 
first ECG capture 


BERT 
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Supplied Quick Guides 


(ERT 


Entering Patient Data 


(BERT 


Check that the 
Press the “Onig 


Attach the patie 
patient. Refer to 


the Protocol Nai 


Enter the patien| 


: : current patient 
there is no midd 


the F2 key. 


current patient 
the F2 key. 


Press the “Doi 


Press the F2 ke’ 


2000 eResearch Technology, ic. 


2000 eFesearchTecraatogy, Mic. 


Mortara ELI 150 Quick Guide — Sponsor Protocol 


vé DDMMMYYYY 


Mortara ELI 150 Quick Guide — Sponsor Protocol 


Entering Patient Data 


2000 eFeseach Tech moogy, inc. AV rignis 


v# DDMMINTYYY ¥ 


Mortara ELI 150 Quick Guide — Sponsor Protocol 


vit DDMMINTYYY ¥ 


Recording the ECG 
Check that the machin] 
(ERT 


machine is off press th 
Transmitting the ECG via Analog Modem | Z 


Press the “ID (F1)" ke 

patient dernographic fi 

Enter all patient data a Attach the phone cord to the analog phone jack fe 
(regular fax line) on the wall and the other end into (| < 

the phone port \—. on the back of the machine. 


Mortara ELI 150 Quick Guide — Sponsor Protocol 


vt DDMMMIYYY ¥ 


quick guide. 

Press “Done (F6)" ke 
complete to exit scree! 
Instruct patient to lie s 
minute. Exarnine the g 
“Auto” Key. 

The Real-Time ECG 
Acquired ECG View sq 
ECG will automatically 
Print” appears. (WILL 


Press the “Transmit” Key. 


Press the “Batch (F1)" key. All ECGs that have not 
been previously transmitted will now be sent. 


View the LCD screen while the transmission is 
occurring to ensure a successful transmission. 


A successtul transmission will show a message at 
the bottorn of the LCD screen. The message will 

Press the “Done (F6)" indicate the Number of ECGs sent. 
The unit will prompt yo 
have the option of savi 
ECG or F3 to delete a 
The Real-time ECG vig 
screen and the second 


NOTE: Please check the patig 
a maximum capacity of $3 go 


An unsuccessful transmission will show a 
“Transmission Failure” message. Immediately 
contact the Customer Care Center. 


a 8B Eee B 


When the display returns to the main menu 
(approximately 5 seconds) press the “(More) F6” 
key. 

Press the number 1 to Select the Directory of ECGs. 


Verify each ECG has been transmitted by checking 
each has ‘PTX’ next to it. 


Bee 


ee BE 


Questions? Cail Customer Care: ttt ### H#HH, Option Nurnbder T 
02000 eResearchTechnaogy, inc. Al rights reserved. For revision Siwy reer to invesigaty gute pulicetor WSivy. — TIMPL vé Aug AIO ty use wR ELISA Vt 31.4 Stage 
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Ensuring Quality Tracings 


= Patient Preparation: 


Skin Preparation 

Proper Electrode Placement 
Good Electrode to Skin Contact 
Remove Jewelry 

Patient in Supine Position Prior to Recording 
No Patient Movement During Recording 
Good Cable Connections (attached properly) 
Avoid Electrical Interference (e.g. Cell phones 
should be switched off) 


(SERT 
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Good Quality Tracing 


Too Display Annotations Demographics Views Windo 


+e it |? aie ei = BB) wl cs 


Peeie Ee tetbaeat ay 
Lead aVL Pareqicap eres 
Lead aVF ene 


[ HR: 0 bpm [ECG Length: 100s (SF: 1000H2 | Stat GO0s [SRes: 9.00ms | PStatio O17 © 
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Standard 12-Lead Electrode Placement 


f 1 s/ «6 
| y 
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VISIT 2 (DAY 1)4 


visi 2 @AYHNG 
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Entering Patient Demographics 


AC-060A202 

PATIENT NUMBER: (12345) 
DOB: (MM/DD/YYYY) 

AGE AT SCREEN: (99) 
GENDER: (MALE/FEMALE) 


VISIT: (S) 


[Fa] 
[Fs] 
[Fs] 


= Press F1 (ID) key to enter patient demography 
= Press F6 (DONE) key after last entry 
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Recording ECGs 


HR 60 25mm/s Wmm/uY 150Hz | 10 


= Check the LCD screen to ensure quality 
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Recording ECGs 


a - cme | 
= 


Sto oa oat foe I oe ow ree oer rere 
EE 5 2 iS 4 FS iS ie Tie eur 
it ‘ | ; - - 
eq OWE PR TV Ul POle ei 
| i} 4 
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arsil > 


oe TTT? fT ioe Ba ’ Tr 
i | | | ; 
SLIM hiv ie ti lieth tb 
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= Press AUTO key to record the ECG 
= Press F6 (DONE) key after printing 


(@ ERT 
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ECG Print Out 


= Standard tracing with 10 second Lead II strip 
= 2 copies of each ECG will print out 
= Z-Fold Heat Sensitive Paper 
= take a photocopy for your permanent records 
= Machine interpretation is given as a guide only 


(@ ERT 
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Saving ECGs 


The unit will ask “Save ECG?” 
= Press (F1) to Save 
= Press (F3) to Delete 


(@ ERT 
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Transmitting ECGs 


a a 
Le] LS) Law LS 
pn rivecaraienareraarernrts 
* Hi tie tisiielisiieivielseie ir i.) 
, ' cos f @ 9-4 9 8 —_ ee ‘? sr" 2 ee) 
ve 6 loliwieliniitiiviivss tole jie)is; 


—« 


masor Gus ku; 
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= Plug the device into the phone line. 
= Press the XMT key (Transmit key) 
= Press the (F1) key to Batch Transmit 


(@ ERT 
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Patient Directory 


VERY IMPORTANT: 

Verify each ECG has been transmitted by checking (P/T/X): 
P = Printed 
T = Transmitted 
X = Marked for deletion 
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ECG Analysis Summary 


Interval Duration Measurements (IDMs) 
= RR, PR, QRS, QT 
=" HR, QTcB and QTcF derived 


Cardiologist Interpretation: 
= Rhythm 

= Ectopy 

= Conduction 

= Morphology 

= Myocardial Infarction 

= ST Segment 

= T Waves/U Waves 

= Physician's Comments 
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ECG Analysis Report 


ECG Analysis Report 


Sponsor: DEMO SPONSOR 
Protocol: PROTOCOL DEMO2 


Account: 051715 
Transmittal Number: 63172 


Evaluation 
Interpretation: Evaluation By: Marisa Diaz 
Evaluation Date/Time: 24-APR-2009 10:27 


For Site Use Only. 

Investigator Signature: 

Generated on: 24-APR-09 10:32:52 Page 1 of 1 
1818 Market St. Pegasus House, Bakewell Road 


Suite 1000 Peterborough, Cambridgeshire PE2 6YS 
Philadelphia, PA 19103-4001 United Kingdom 


Issued to: C BLUE mdiaz@ert.com: C BLUE mdiaz@ert.com 


For Site Use Only. 

Investigator Signature: 

Generated on: 24-APR-09 10:32:52 
1818 Market St. 


Suite 1000 
Philadelphia, PA 19103-4001 
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ECG Results Reporting 


My Study Portal ECG reports and waveforms 


= The ECG Analysis Report will be provided to 


the investigator site via My Study Portal within = | ece analysis reports 
Tz hou rs Source ECG Tracing 


= This excludes weekends and holidays 


nittal 63173 - Microsoft Internet Explorer 


| Mi ECG for Transm 
u = PROTOCOL DEMO2 
nvestigator: BLUE, C 
Getting It Done. Right. IeaDe 2015 


sooo1 

ECG Analysis Report / BASELINE / HOUR 2 
DEMO SPONSOR 
PROTOCOL DEMO2 
051715 

Transmittal Number: 63172 

Subject Information 

Site ID: 


TEVA Ee les) 22: 
ry = = a ’ | & 
ian || 


i 


Evaluation By: Manisa Diaz 
Evaluation Date/Time: 2+-APR-2009 10:27 


ce 
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Access My Study Portal and 
click on create account 


Enter contact details of Site 
Qualification entry contact 


Carefully enter the 
Qualification PIN. This is a 10 
digit, case sensitive PIN 
distributed by the sponsor 


| ERT My Study Portal - Cardiac Safety - Microsoft Internet Explorer "] 
File Edit View Favorites Tools Help 


Q ex 4 © |x) (2) @ pO search 7 © @- Se i] ~ LU Re rel 33 


Address https:/mystudy.ert.com 


tS ERT MYSTUDYPORTAL 


Powered By 


Login 
— 
Pi } Password 


r 4 —___ 
, | mE 
¥ "vg q 
> al Forgot Password? 


* 


Powered By 
HELPFUL LINKS: : ERT | CUSTOMER CARE (24HOUR SUPPORT) 


Complete the Text Verification + _ evel Paton 


field by copying the number 
shown into the box provided 


Confirm all details are correct 
and click “Save” 


This creates the user account 
in My Study Portal 


| Create Account ~« | 


First Name* Sherlock 
Middle Name 
Last Name* Holmes 


PI Last Name/Site ID Text Verification* 
Email Address* SHolmes@hotmail.com 
Qualification PIN* 


This is the study qualification code you should have received for access to the study. 
Format is 10 alphanumeric digits, case-sensitive (enter both upper and lowercase letters exactly), 
If you do not have a qualification PIN, please contact your study manager. 


aed 
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| 24 ERT My Study Portal - Cardiac Safety - Microsoft Internet Explorer 


= An email will be sent to each ren Yon te Tae ha : 
account created in My Study C~ 0 BBO 2s 2 eae 
Portal containing the 
username and a temporary ia ERT MYSTUDYPORTAL 
password 


j €@ J Login Sholmes@hotmail.com 


. 
ew Password eeee| 


= Access My Study Portal, enter 
the provided login credentials 


oe 
wy || Se 
and click “Sign In” roo 


«= Forgot Password? 


Powsred By 


= Youwillbe askedtochange |” eee ee ree 
your password and provide the 


answer to a favorite question. [change Password 


The system policy requires you to change your password at this time. 


= This question will be asked if Password* toccceceee 
you forget your password ——— 
Answer* London| 


= Complete these fields then 
click “Save” | Fea] 


> ERT 
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My Study Portal 


Site Qualification 


= Click Site Qualification tab 


“¢ . . . “ ” 
= Enter the protocol Qualification PIN provided by the Sponsor and click “New Form 
Site Qualificatian 
This is the study qualification code you should have received for access to the study, 
Qualification PIN; eeeeeseseece Format is 10 alphanumeric digits, case-sensitive (enter both upper and lowercase letters exactly), 
If you do not have a qualification PIN, please contact your study manager. 
a 


The Site Qualification form will be displayed. The SQF entry contact must 


enter the site number, along with the full site address and dialing details. 
All fields marked with a red asterisk * must be completed 


Study PROTOCOL DEMO2 


Site Information 
* Site ID 


Site Startup Information 


» What is the date this site needs ECG Equipment & Supplies 
on-site? (DD-MON-YYYY} 


PLEASE NOTE: IT TAKES 4 MINIMUM OF 5 BUSINESS DAYS TO SHIP EQUIPMENT. INTERNATIONAL SHIPMENTS MAY 
TAKE LONGER AND SOME COUNTRIES WILL NOT SHIP UNTIL A COMMERCIAL INVOICE HAS BEEN AGREED, 


Principal Investigator 


* First Name 


* Last Name (Family Name) 
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My Study Portal 


Site Qualification 


= Complete all required fields and click “Submit”. 
= Confirm all details are correct and click “Confirm Submit’ to send the form to ERT. 


Comments (Please provide details of any special requirements this site has for dealing with a central ECG laboratory) 


cal 


Comments 


PLEASE NOTE: IT TAKES 4 MINIMUM OF 5 BUSINESS DAYS TO SHIP EQUIPMENT. INTERNATIONAL SHIPMENTS MAY 
TAKE LONGER AND SOME COUNTRIES WILL NOT SHIP UNTIL 4 COMMERCIAL INVOICE HAS BEEN AGREED. 


= Aconfirmation message will be displayed and emailed to the user. 


Site Qualification 


Your Site Qualification Form was successfully submitted. You can print this out as receipt of information 
(A submitted, If you have any questions please contact Customer Care at 1-800-704-9698, option 1 or 
sitequalifier@ert.com . 


PROTOCOL DEMO2 


= Please allow 5-10 business days for shipping of equipment. 
» The Site Qualification Form only needs to be completed once per site 


(@ ERT 
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My Study Portal Quick Guides 


= Copies of the ERT Guides and Manuals Reference Materials 
are posted on My Study Portal Folder # of 


Documents 


& ERT Communications 


(& Study Manuals 


= Any modified versions will also be a svt Manuals 
( Quick Guides 
posted here 


eo Site Forms 


| Reference Materials - Study: PROTOCOL DEMO2 :: ECG :: Holmes, Sherlock / 0007 


| ERT Communications | | Study Manuals | Equipment Manuals = Quick Guides Site Forms 


Results 1 - 3 of 3 
Document 


Size Date Modified 
bl] Machine Manual ELI150v11.3 - v3.pdf 


1,108.8k 28-May-2009 15:39:22 


a nal Machine Manual ELI150¥12.3 Autofill - v3.pdf 


1,116.1k 28-May-2009 15:39:27 
br] Machine Manual H12+¥3 14 12 lead v3.pdf 381.7k 28-May-2009 15:14:20 
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Avoiding Queries 


= Please take care when entering data. 


= Be sure to check the demography and visit 
code information. 


= Ensure transmittal forms are completed 
correctly. 


= ECG results will not be available until all 
queries are resolved. 


(> ERT 
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Responding to ERT Queries 


My Study Portal (ECG and ECG Extraction only) 


= Sites are able to respond to active queries online using 
My Study Portal 


= Access the “Electronic Query resolution” portlet 
= Click the pencil icon to access the query 


Cardiac Safety 


| Electronic Query Resolution 


Study: PROTOCOL DEMO2 
Investigator: BLUE, C 
Site ID: 2015 


oes Date of 
Initials Birth 


ID1 rand Collection Date Transmittal Publish Date Publish Age 
Number (days) 


ANN 15-May- $9001 ABBD 


20-Feb-2009 03-Feb-2010 
1970 11:02:05 Sane 14:39:50 14 @ 


15-May- 20-Feb-2009 03-Feb-2010 
1970 10:18:18 63176 44:39:50 : 


So001 ABCD 


(@ ERT 
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Responding to ERT Queries 


My Study Portal (ECG and ECG Extraction only) 


= The online query is displayed 


= Sites may enter their resolution and submit this to ERT 


Query 
Description 


Query 


Response 


Electronic 
Signature 


Cardiac Safety 


| Electronic Query Resolution 


Messages 


The following text was written by the ERT Data Coordination 
team to explain the query that requires clarification. 


¢ | 
AN Attempt #1 to Site 


Response 


Please enter a clear response to the above stated issue 
(s) that will help to resolve this query. 


= al By selecting this checkbox, you are authorizing ERT 
to resolve this query based on the instructions you have 
provided in the above box, To confirm, please re-enter your 
portal logon credentials that will serve as your electronic 
signature and click the Submit button, 


P Loginémait[———] 


Query Information 


ERT Data Coordinator: 
Sponsor: 

Study: 

Investigator: 

Site ID: 

Transmittal Number: 
Visit: 

Initials 

Date of Birth 

ID1 

rand 

Collection Date 


Query History 


Time of Action 
03-Feb-2010 14:39:47 


User Name 
Hennessey, Yvette 


Hennessey, Yvette 
DEMO SPONSOR 
PROTOCOL DEMO2 
BLUE, C 

2015 

63176 
#TREATMENTI/DOSE 1 
ANN 

15-May-1970 

sooo1 

ABCD 

20-Feb-2009 10:18:18 


Action Type 
Manual Email or Fax 


Action Description 
Attempt #1 to Site 
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Query 
Information 


Query 
History 


Investigators Meeting, Barcelona — 20 & 21 January 2011 


Responding to ERT Queries 


Paper ECG Submission Form 
(ERT. 


Paper ECG Submission Form 


Nem seatth ‘America: AL fier Countries: 


nani? Data Coordination pid Data Coordination 


Recipient Address: 1818 Market Street, Suite 1000 Pegasus House, Bakewell Road 
Philadelphia, PA 19103-3638 Orton Southgate 
USA Peterborough PE2 6YS UK 
Recipient Phone: + i +1-800-704-9698, option 1 
gan 2 
Free Count efer to Free Counti Nic 


Site Representative Signature 


Site Representative 


PM to remove if not GMB/Fully Auto stud 
ERT Internal Use ONLY 


ae Ee nd 
Was ECG(s) collected using the ERT paves cee: | Employee !D: 
supplied ECG machine for protocol above 


If you receive a query fora 
missing ECG 

Check Patient Directory on the 
machine 

If the ECG is no longer stored 
in the ECG Machine, send one 
of the two original tracings to 
ERT along with a completed 
Paper ECG Submission Form 


Respond to the query with the 


Tracking information 
(> ERT 
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Responding to ERT Queries 


Data Clarification Form (Holter Arrhythmia only) 


F RT Data Clarification Form 
New, 23-FEB-2007 


Getting It Done. Right. 
Results will not be available until query is resolved. 


To: Kate Ward Fax: Email: kward@ert.com 
From: Kathleen Ward 
Sponsor: UAT Protocol: C1236 Active ) 


Investigator Name: Ward, Kate Site ID: 5278 
ery: 


Please confirm if v7 was/was not performed for this patient. If performed please retransmit. ECGs If 
unable to retransmit , courier the original ECG to eRT for processing. Thank you. 


Vi St No fe OCS 


nf 
Signature: ZZ Kiet, —_—— Date: | SS - Te by - 2007 


Please complete the resolution section, sign and date this form, then return this form to 
Philly, Data Coordination; Fax: 866 745 0810 


Generated or: 22.FEB-20)7 13 44:14 Page lof 1 


CORPORATE OFFICES 
30 Scuth 17th Street 1150 U.S. Hwy 22 East Pegasus House, Bakewell Road 
Philadelphis, PA 19103-4901 Bridgewater, NT 8897-2912 Peterhorongh, Cambridgeshire 
United State: of America United Stare: of America PE? 6YS 
Phore : 1-80)-704-9698 Phone : 1-$00.704-9698 United Kingdom 
Fax 11 21€ 972 0414 Fox 11 908 701 $278 Phenc : 00] 908 F9F 2020 
Fax : 011-44-1723238782 
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Responding to ERT Queries 


Data Revision Request Form 


vision Request F 


Randomization Number 


Site (failure to provide signature will 
prevent edits being made) 


AC-060A202: CO RT FM (ppaoval required if date or time 
BAZ dHaless qvlig he a5 


2 


Hoa. 


STRICTLY CONFIDENTIAL - NOT FOR DISTRIBUTION 


Return of ECG Equipment 


= Save shipping materials for 
returning equipment at end of 
study 


= Return the ECG machine 
including cables via courier 


= Sites are not required to return 
reference materials or 
electrodes 
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Thank You 


(SERT 
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